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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Public  Health  Service 

42  CFR  Part  110 

Health  Maintenance  Organizations; 
Federal  Financial  Assistance:  General 

agency:  Public  Health  Service,  HHS. 
action:  Final  regulations. 

summary:  This  document  amends  the 
general  requirements  for  the  award  of 
grants,  loans  and  loan  guarantees  to 
public  and  private  entities  under  Title 
XIII  of  the  ^blic  Health  Service  Act 
(the  Act).  It  sets  forth  (1)  a  condition 
that  the  Secretary  may  impose  with 
respect  to  the  approval  of  any 
application  for  a  feasibility  study  or  for 
a  project  for  the  planning  or  initial 
development  of  a  health  maintenance 
organization  (HMO),  and  (2)  a  number 
of  technical  revisions  to  conform  these 
regulations  with  the  Department’s  grant 
administration  requirements  of  45  CFR 
Part  74. 

EFFECTIVE  DATE:  These  amendments  are 
effective  on  August  18, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Howard  R.  Veit,  Director,  Office  of 
Health  Maintenance  Organizations, 

Park  Building  3rd  Floor,  12420  Parklawn 
Drive,  Rockville,  Meuyland  20857,  301/ 
443-4106. 

SUPPLEMENTARY  INFORMATION:  On  July 
18, 1979,  final  regulations  were 
published  in  the  Federal  Register  (44  FR 
42074-9)  to  amend  42  CFR  Part  110, 
Subpart  B.  Subpart  B  sets  forth  general 
provisions  which  apply  to  Federal 
Hnancial  assistance  for  the  development 
and  operation  of  HMOs.  In  the  preamble 
to  the  July  18  regulations,  the  Secretary 
of  Health  and  Human  Services  (HHS;  at 
that  time.  Health,  Education,  and 
Welfare)  also  invited  comments  on  a 
proposal  to  add  a  requirement  that  for 
awards  made  under  sections  1303  and 
1304  of  the  Act  (feasibility  studies  and 
planning  and  initial  development 
projects),  one  element  of  an  approvable 
application  would  be  that  the  project 
director  be  approved  by  the  Secretary. 
Interested  persons  were  invited  to 
submit  written  comments  on  this 
proposed  amendment  by  September  17, 
1979.  Five  organizations  submitted 
comments. 

One  commenter  opposed  the  proposal 
on  the  ground  that  it  “inappropriately 
usurps  a  legitimate  prerogative  of  an 
applicant  organization  to  select,  and  to 
change  the  person  who  will  act  as 
project  director.”  A  second  commenter 
expressed  concern  that  imposition  of 


this  requirement  would  result  in  delays 
in  appointing  project  directors.  The 
other  three  commenters  supported  the 
proposal  that  the  Secretary  have  the 
right  to  approve  the  project  director. 

As  to  the  ability  to  select  and  replace 
the  project  director,  the  Department  has 
decided  to  amend  42  CFR  110.206  (now 
§  110.205)  by  adding  a  new  paragraph 
(b),  stating  that,  with  respect  to 
feasibility,  planning  and  initial 
development  activities  funded  under 
Title  XIII  of  the  Act,  the  Secretary  may 
reserve  the  right  to  approve  the  project 
director.  Thus,  the  rule  does  not  require 
that  every  project  director  be  approved 
by  the  Secretary.  Rather,  the  rule  gives 
the  Secretary  the  authority  to  reserve,  as 
to  any  particular  applicant,  the  right  to 
approve  the  project  director. 
Accordingly,  the  Departntent 
emphasizes  that  entities  assisted  under 
sections  1303  and  1304  of  the  Act  will 
still  be  able  both  to  select  and  to  replace 
the  project  director,  subject  in  certain 
cases  to  the  Secretary’s  right  to  approve 
the  selection  or  replacement. 

As  to  the  potential  for  delay,  the 
Department  anticipates  that  it  should  be 
able,  in  most  cases,  to  exercise  its  right 
of  approval  as  part  of  the  normal 
process  of  reviewing  the  application  for 
assistance.  In  any  event,  the  Department 
notes  its  experience  that  the  competence 
of  the  project  director  is  one  of  the 
major  factors  in  determining  whether  a 
project  is  accomplished  successfully. 
’Thus,  it  believes  that,  in  those  cases 
where  the  Secretary  has  reserved  the 
right  to  approve  the  project  director,  the 
importance  of  ensuring  that  the  entity 
has  a  competent  project  director 
outweighs  any  potential  administrative 
inconvenience. 

Several  technical  revisions  have  also 
been  made  in  these  regulations  to 
conform  with  the  Department’s  grant 
administration  regulations  at  45  CFR 
Part  74.  These  changes  are: 

1.  Deletion  of  §  110.205,  “What 
records  must  be  maintained  and  what 
reports  must  be  submitted?”.  This 
section  duplicates  provisions  in  45  CFR 
Part  74  which  applies  to  grants  funded 
under  this  part.  As  to  loans  and  loan 
guarantees,  these  provisions  are 
contained  in  the  applicable  loan 
documents.  Accordingly,  §  110.206  is 
renumbered  as  §  110.205. 

2.  Deletion  of  §  110.207,  “What  are  the 
government’s  rights  with  respect  to  data 
developed  during  the  term  of  Federal 
financial  assistance?”.  This  section  also 
duplicates  provisions  in  45  CFR  Part  74. 
As  to  loans  and  loan  guarantees,  the 
Department  has  determined  that,  in 
general,  it  is  not  appropriate  to  impose 
the  requirements  with  respect  to  data 
developed  during  the  term  of  Federal 


financial  assistance.  Accordingly, 

§  110.208  is  renumbered  as  §  110.206. 

3.  Section  110.209  (now  §  110.207)  sets 
forth  the  other  HHS  regulations  that  are 
applicable  to  grants  and  those  that  are 
applicable  to  loans  and  loan  guarantees 
awarded  under  this  part.  It  is  revised  to 
clarify  that  the  references  to  other 
applicable  HHS  regulations  are  not 
intended  to  be  an  exclusive  list  of  what 
other  regulations  may  apply  to 
recipients  of  awards  under  this  Part.  The 
section  has  also  been  revised  to  add  the 
following  to  the  list  of  HHS  regulations 
that,  among  others,  are  applicable  to 
awards  made  under  this  Part:  (a)  42  CFR 
Part  50,  Subpart  D — ^Public  Health 
Service  grant  appeals  procedures 
(applicable  to  grants  only),  (b)  45  CFR 
Part  81 — ^Practice  and  procedures  for 
hearings  under  Part  80,  and  (c)  45  CFR 
Part  90 — ^Nondiscrimination  on  the  basis 
of  age  in  programs  or  activities  receiving 
Federal  financial  assistance  from  HHS. 

4.  A  new  §  110.208  is  added  to  set 
forth  clearly  the  purposes  for  which 
grant  funds  awarded  under  this  Part 
may  be  used. 

5.  Section  110.210  (now  §  110.209)  is 
now  entitled,  “What  is  the  effect  of  a 
grantee’s  failure  to  become  or  remain  a 
qualified  HMO?”  It  is  also  corrected  to 
bring  it  into  conformity  with  grant 
administration  regulations  at  45  CFR 
Part  74  which  relate  to  the 
accountability  of  grantees. 

6.  Section  110.211  (now  §  110.210)  is 
revised  to  provide  clear  guidance  to 
grantees  and  recipients  of  loans  and 
loan  guarantees  as  to  the  obligation  of 
the  Federal  Government  to  make 
additional  awards. 

7.  Section  110.212  is  renumbered  as 
§  110.211. 

(Sec.  215,  58  Stat.  690  (42  U.S.C.  216);  secs. 
1301-1318,  as  amended,  92  Stat.  2131-2141  (42 
U.S.C.  300e-300e-17)) 

Dated:  June  11, 1980. 

Julius  B.  Richmond, 

Assistant  Secretary  for  Health. 

Approved:  August  7, 1980. 

Patricia  Roberts  Harris, 

Secretary. 

42  CFR  Part  110,  Subpart  B,  is  revised 
as  follows: 

§110.205  [Deleted] 

(1)  Delete  §  110.205. 

§  1 10.206  [Renumbered  as  §  1 10.205  and 
Amended] 

(2)  Section  110.206  is  renumbered 

§  110.205  with  existing  text  designated 
paragraph  (a)  and  new  paragraph  (b)  is 
added  as  follows:  “(b)  In  approving  any 
application  under  Section  1303  or  1304 
of  the  Act  for  feasibility,  planning,  or 
initial  development,  the  Secretary  may 
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reserve  the  right  to  approve  the  project 
director.” 

§110.207  [Deleted] 

(3)  Delete  §  110.207. 

§  1 10.208  [Renumbered  as  §  1 10.206] 

(4)  Section  110.208  is  renumbered  as 
§  110.206. 

(5)  Section  110.209  is  renumbered  as 
§  110.207  and  is  revised  to  read: 

§  1 10.207  What  other  HHS  regulations 
apply? 

(a)  Several  other  HHS  regulations 
apply  to  grants  under  this  Part.  These 
include,  but  are  not  limited  to: 

42  CFR  Part  50,  Subpart  D — ^Public  Health 
Service  grant  appeals  procedure. 

45  CFR  Part  10— Department  grant  appeals 
process. 

45  CFR  Part  74 — ^Administration  of  grants. 

45  CFR  Part  80 — ^Nondiscrimination  under 
programs  receiving  Federal  assistance 
through  the  Department  of  Health  and 
Human  Services — effecutation  of  Title  VI 
of  the  Civil  Rights  Act  of  1964. 

45  CFR  Part  81 — ^Practice  and  procedure  for 
hearings  under  Part  80. 

45  CFR  Part  84 — Nondiscrimination  on  the 
basis  of  handicap  in  federally  assisted 
programs. 

45  CFR  Part  90 — Nondiscrimination  on  the 
basis  of  age  in  programs  or  activities 
receiving  Federal  Vandal  assistance  from 
HHS. 

(b)  Several  other  HHS  regulations 
apply  to  loans  and  loan  guarantees 
under  this  Part.  These  include,  but  are 
not  limited  to: 

45  CFR  Part  80 — Nondiscrimination  under 
programs  receiving  Federal  assistance 
through  the  Department  of  Health  and 
Human  Services — effectuation  of  Title  VI 
of  the  Civil  Rights  Act  of  1964. 

45  CFR  Part  81 — Practice  and  procedure  for 
hearings  under  Part  80. 

45  CFR  Part  84 — Nondiscrimination  on  the 
basis  of  handicap  in  federally  assisted 
programs. 

45  CFR  Part  90 — ^Nondiscrimination  on  the 
basis  of  age  in  programs  or  activities 
receiving  Federal  hnancial  assistance  from 
HHS. 

(6)  A  new  §  110.208  is  added  as 
follows: 

§  1 10.208  For  what  purposes  may  grant 
funds  be  used? 

A  grantee  may  spend  funds  it  receives 
under  this  Part  only  according  to  the 
approved  application  and  budget,  Title 
XIII  of  the  Act,  the  terms  and  conditions 
of  the  grant  award,  the  applicable  cost 
principles  speciHed  in  Subpart  Q  of  45 
CFR  Part  74,  and  the  regulations  of  this 
Part. 

(7)  Section  110.210  is  renumbered  to 
§  110.209  and  is  revised  to  read  as 
follows: 


§  1 10.209  What  is  the  effect  of  a  grantee’s 
failure  to  become  or  to  remain  a  qualified 
HMO? 

The  failure  of  a  grantee  to  become  a 
qualihed  HMO  in  accordance  with 
Subpart  F  of  this  Part,  or  to  remain  a 
qualified  HMO,  is  a  material  failure  to 
comply  with  the  terms  of  the  grant. 

Upon  this  failure,  the  subsequent  use 
and  disposition  of  any  property  acquired 
with  grant  funds  will  be  governed  by  45 
CFR  Part  74. 

(a)  If  the  grant  project  period  has  not 
yet  expired,  this  failure  is  grounds  for 
termination  of  the  grant  under  45  CFR 
Part  74.115(a). 

(b)  If  the  grant  period  has  expired, 
property  acquired  with  grant  funds  will 
be  deemed,  under  45  CFR  Part  74, 
Subpart  O.  to  be  no  longer  needed  for 
the  program  or  project  for  which  it  was 
acquired. 

(8)  Section  110.211  is  renumbered 
§  110.210  and  is  revised  to  read  as 
follows: 

§  1 10.210  What  obligation  does  the 
Federal  Government  have  to  continue 
support  for  an  approved  project? 

(a)  The  notice  of  award  specifies  how 
long  the  Secretary  intends  to  support  the 
project  without  requiring  the  project  to 
recompete  for  funds.  For  feasibility 
grants  under  Subpart  C  and  planning 
grants  and  loan  guarantees  under 
Subpart  D,  this  period,  called  the  project 
period,  will  usually  be  for,  and  cannot 
exceed,  one  year.  For  initial 
development  grants  and  loan  guarantees 
under  Subpart  D,  the  project  period  will 
usually  be  for  1-3  years  and  cannot 
exceed  three  years. 

(b)  Generally,  the  initial  development 
grant  or  loan  guarantee  will  be  for  one 
year  initially  and  subsequent 
continuation  awards  will  also  generally 
be  for  one  year  at  a  time.  Although  the 
project  period  for  a  feasibility  grant  and 
for  a  planning  grant  or  loan  guarantee  is 
limited  to  one  year,  the  Secretary  may 
either  make  one  additional  grant  or  loan 
guarantee  for  such  a  project  or  permit 
additional  time  (up  to  one  year]  for 
completion  of  the  project.  A  grantee  or  a 
recipient  of  a  loan  guarantee  must 
submit  a  separate  application  to  have 
the  support  continued  for  each 
subsequent  year.  Decisions  regarding 
continuation  awards  and  the  assistance 
level  of  such  awards  will  be  made  after 
consideration  of  such  factors  as  the 
progress  and  management  practices  of 
the  grantee  or  recipient  of  ^e  loan  , 
guarantee,  and  the  availability  of  funds. 
In  all  cases,  continuation  awards  require 
a  determination  by  the  Secretary  that 
continued  assistance  is  in  the  best 
interest  of  the  Federal  government. 


(c)  Neither  the  approval  of  any 
application  nor  the  making  of  an  award 
commits  or  obligates  the  Federal 
government  in  any  way  to  make  an 
additional,  supplemental,  continuation, 
or  other  award  with  respect  to  any 
approved  application  or  portion  of  an 
approved  application. 

§  110.212  [Renumbered  as  §  110.211] 

(9)  Section  110.212  is  renumbered  as 
§  110.211. 

[FR  Doc.  80-24837  Filed  8-15-80;  8:45  am] 
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